What is the reason for doing the study?
We are trying to find better ways to help children who are having medical procedures that cause them pain and stress. One thing we can do to help a child is distraction. This helps to take their attention away from the source of the pain or stress. Some examples of distraction include watching videotapes, listening to music or stories, looking at pictures, or playing with toys or, in the case of this study, a robot.
What will I be asked to do?
Participating in this study will involve: a) asking you some questions about your child and his/her previous medical history; b) asking your child about their pain levels before and as soon as possible after the intravenous line has been placed, using a pain sale; c) asking you some questions about your own level of stress and about your satisfaction with their care after the procedure is complete, the questions will take between 5-10 minutes to complete; d) asking your child about their interest and enjoyment in playing with the robot e) videotaping the procedure so that trained professionals will be able to assess your child's stress using a commonly used tool for this purpose;
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f) The research team will collect information from your child's chart. This information will include your child's vitals (heart rate, blood pressure, etc) as well as your child's age, sex, date of birth, and discharge information.
If you choose to participate in this study, your child will have an equal chance of being in one of the two study groups. All children will receive standard medical care. The staff will use techniques that they normally use to comfort your child while the intravenous line is being placed. These include talking to the child, explaining what is being done, and saying comforting and supportive things. In addition, half of the children will get additional distraction using the Humanoid robot. The robot will encourage your child to play games with it and also make comments of how brave he/she was.
The medical care that your child gets will be the same as the care they will get if you do not choose to be part of the study. The medical care will not change.
What are the risks and discomforts?
We expect no risk of harm from the research study. The medical care your child receives will not change.
Although it is not possible to know all of the risks that may happen in a study, the researchers have taken all reasonable safeguards to minimize any known risks to a child and their family who are involved in a study.
What are the benefits to me?
You may not benefit directly from being in the study, but you will be helping us understand the best way to manage the pain and distress that children feel when they come to the emergency department.
Do I have to take part in the study?
Being in this study is your choice. If you decide to be in the study, you can change your mind and withdraw from the study at any time, and it will in no way affect the care or treatment that you are entitled to. You do not have to answer any questions that you may not be comfortable with. If at any point you no longer wish to be part of the study, please let our team know immediately. . However, if you agree, we will keep the study information collected about your child until the point you withdraw. Once the study has closed and we have removed all identifiers, we will not be able to link the data back to your child. Therefore, we will be incapable of withdrawing the data at this point.
Will I be paid to be in the research?
There will be no costs to you to be in this study. If your child becomes ill or injured as a result of taking part in this study, necessary medical treatment will be available at no additional cost. By signing this consent form you are not releasing the investigator(s), institution(s) and/or sponsor(s) from their legal and professional responsibilities. Contact the Principal Investigator, Dr. Samina Ali at 780-248-5574, if your child has suffered an injury related to this study. If required, go to the emergency department right away.
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Will my information be kept private? During the study we will be collecting health data about your child. We will do everything we can to make sure that this data is kept private. No data relating to this study that includes your child's name will be released outside of the study doctor's office or published by the researchers. Sometimes, by law, we may have to release your information with your name so we cannot guarantee absolute privacy. However, we will make every legal effort to make sure that your health information is kept private.
The study doctor/study staff will look at your child's personal health records held at the hospital, and/or kept by other health care providers that your child may have seen in the past (i.e. your family doctor). Any personal health information that we get from these records will be only what is needed for the study.
During research studies it is important that the data we get is accurate. For this reason your child's health data, including their name, may be looked at by people from the University of Alberta or Health Research Ethics Board. By signing this consent form you are giving permission for the study doctor/staff to collect, use and disclose information about your child from his/her personal health records, as described above.
Data will be kept in a secure office for a minimum of 5 years following completion of the research project. Electronic data will be collected through a secure online data platform that is password-protected. Locally stored data will be destroyed in a way that ensures privacy and confidentiality.
We may use the information we obtain from this study in future research, but this must first be approved by a Research Ethics Board.
What if I have questions?
If you have any questions about the research now or later, please contact the Research Coordinator Mithra Sivakumar at 780-492-0451 or mithra@ualberta.ca or the Principal Investigator Dr. Samina Ali at 780-248-5574 or sali@ualberta.ca.
If you have any questions regarding your rights as a research participant, you may contact the Health Research Ethics Board at 780-492-2615. This office has no affiliation with the study investigators.
Please note that the Co-Investigator Dr. Tanya Beran has a financial interest in RxRobots©, the company that has manufactured the MEDi robot. However, Dr. Beran will not be directly involved in the data collection, analysis, or interpretation for this study. We want to tell you about a research study we are doing. A research study is a way to learn more about something. We would like you to be part of a research study. You are being asked because your doctor has decided that you need to have an intravenous line (IV). This study will help us to find out how to start IVs in a way that might be more comfortable for you.
What will you have to do?: If the doctor thinks you need an IV and you say yes to be in the study we will start your IV as we would normally do. Some kids in the study will get to play with a robot during the IV start, in order to distract them. Distraction helps to take your attention away from what the doctor or nurse is doing. Other examples of distraction are watching TV, listening to music, or playing with toys. The nurses and doctors will not know ahead of time whether you will get extra distraction. If the doctor thinks your IV needs to be started right away, they may decide you should not be in the study. We will also ask you some questions about your pain before and after the nurse starts your IV.
Will it hurt?: Being in the study will not change the way the IV is started, so it will not hurt more or less than if you were not in the study.
Can you quit?: You don't have to take part in the study at all, and you can quit at any time. No one will be mad at you if you decide you don't want to do this, or if you decide to stop part way through. You should tell your doctor or nurse that you want to stop. Before you say yes or no to being in this study, we will answer any questions you have. If you join the study, you can ask questions at any time. Just tell the researcher that you have a question.
Do you have more questions?
You can ask your mom or dad about anything you don't understand. You can also talk to the study nurse who is here, today. Dr. Ali is the main doctor in charge of this study, and you can call her at 780-248-5574 if you have any questions.
☐Yes, I will be in this research study. ☐No, I don't want to do this.
Child's Name Signature of Child dd/mmm/yyyy
Person obtaining Consent Signature dd/mmm/yyyy
